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4 _REGISTRATION CER-r-rhICATE-IN VITRO TESTING

* WITH BYPRODUCT INATERIAL UNDER GENERAL LICENSE ,L
Scctiawl 31.11 car 10 CFR'31 estaui lts rhcese authorizing pylcians, chli,

* rlinnall quantities of byproduct material1 for In v'itro. clinical or laoaoytO5ntivligt~ mrio4nb

admnltistrations of th yrdc eilo terdainisrfo tcinca bm)0atorybeinr lorspitmalhi1oss.~1O ij

material undcr 10 CFIL 31.11 Is not authorized tantil tle PhvsiciIanciia aoaoy rIsi~isfk ~mA~~

., -. rcci'redfrom tihcComrniasioll a validated copy of Form AEC.483 wilh registration number.. * ..
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INSTRUC1IONS : .. .-' : .fa*'...t :
-. Submit this form in triplicate to:. Resration 1 numb": .-

~ .' '.:. FOa.In U.S.lt
* Attention: Directorate of Licensing,

: Materials Branch. -*

- Washi gon, D.C. 20545
2. .lease print or type the aeand address

(including zip code) of the reglstrant OD
- physician ciinciai laboratory, or hospital for

whoin or for whch this registration forr is rhley . C

filed. Position the first letter of the ad1dress( Jjspebi nmbr.0i dS*$

below t h left dot and do not extend the thisspe blc

addtess beyond the nght dot d (At AC, a
i ; . ~~~tegistration number wiUl be assigned and a, :: ; ><*Fv^^

vl3idated copy of Form AEC.483 will be . . . .

*> -ah t; " ~returned.). -- * ; ;; !'i,5;3
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Ihereby certify that: ; . -.. .

4" w *- AUi inforrnation in this registnition Cetlificate istruc and complic.- . -- ;;

'.; b. Viae rstan v apropriate radiation measuring instruments to carry out the tests for which byptoduit mattiU

-general license vf 10 CFR 31.1 1. Tbe tests wilU be performed only by personnel competent in thc ptse Of fhc tttr W

; - . ' - efr thc byproduct materials.;
' , 0 s t, ,-4c. I uniderstand thvat Commission rcgulations require that any change in the inirormtntion ruil ishcd py a regist. n i,

zg; ; : Q bc ipported lo the Directoratc Of Licensinz. Miaterialst Branch, within 30 dzys frotn the effectivc date ot such s

i . I haive read and'understan t rvsofsO Scetion 31.t1I of AiEC regulations 10 CFR 31 (reprintcd on the ret e"10i

s . ; . ; R . understand that the gistrant is required to comply with those provisions aS to aU byprrcduct niateriatl which h ccvs

- 0-use$, or transfers under the general license for which this Registratlion Certificate is rdled with the 4? o nij EhilN10
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CONDITIONS AND LIMITATIONS O:- GENERAL LICENSE 10 CFR 31.11

*3 1 .J1 eClJICa licCls forbr su of iodille-125
or iudinc..l 31 for iii vitro elniacal or
hIdoraltoty testing.

(a) A gelleral lic.?nseM s her hy issued to any
pIji.icji.. cligi.i.l l:iborFalrY, ot hospital to
receie, acquire. piossess, transfer or use, for any
of thie fidlowing stated tests. in accordance witit
tile provisitant otf paragrapls (b), (c), (d), (e),
-and J. or this secilon, the followitig byproduct
materti;s in prepackaged units:

(1) lodinr.-12S, in units not exeeeding 10

(c) A, purson %vleo reccives, acquires,
posseses or uses blprciduct naterhl pursitant
to the general license *stalished by para.%;raph
(a) ofr this sectio shall comply with the
following:

(I) glisp general liLenmed shalll not pgi eisat
any one time, pursuant to the gencrarl license in
paragraph (3) of tliS section. at any one
location of storage or us4 a total amount of
iodine-125 auud/or iodine-l31 itn excess of 200
ntierocuries.

Agiec lit: S'ate wilich atithuri,.cs
j:Iluufa-attLte andl diilribiitint of io~line-125 oir
iodine-l 31 for di trtilutiun to perso;ns geassrz
lice;icd by the Algremenie Stcte.

(2) lilstess thla, f*a:Ovino, statement.
subs t-nti.lly sinilr stalenectt %which
hiei initnnation caltcd for in tht tfolloxvio

steilentt appe:Irs on a tibel aftiXed t. cact.
prep-cka :_d unit or appetrs in a leaflet or
broChure w hich at * o nP j!Cs the packae:

This radioactive miterial may be remcgeld.
acqti red. posicsed. :aed umetd only by
plivsitiJ::i. clinical tjboratories or hospit 6s an1l
only rir in vitro clinical or tlbnraltory tests not
involving internal or exterinal adsninistrauio: of
thl ni iteri zl or tVe radiation thwrerro:m to
Iniais beings or awiinmz. Its recaipt,
acqo'i i'on, posessilon. use.' anid transfer are
sus:ect to the rcoul:jtionb awed a ; eoeraI liense
of'the U.S. Atomic l'LwrCy Commissionorof a
Slate with which the Commission has entered
into an agreement fur the exercisa *,r reguphlory
athl urity.

.nicrocuties each for use in vitro clinical r. r (2) The general licenee shall store ihe
Lbboratory tests not involving Internal. Of :."byproduct material. until used. in the ori tinal
external adininistritiron of byproduet materiab shipping container or in a container providing
o;- the radiation theefrom. to hluman beings or -equivalent radiation protection.
animals.

(b) No psison shall receive, acquire possess, (3) The general licensee shaU use th:
u.sd or transfer byproduct material puwsant to byproduct material only for t he uses authorized
the Seatal license tiiltbished by paragraph (a) by paragtaph (a) of thb section.
of this section until he has filed Form ; (4) The general licensez shall not trmnsfer
A.EC483, -ReSistration Ccitificate-In Vitro the byproduct material to a person who is not
Testiny with Byproduct Material Under General ~autborized to receive it pursuant to a license
licenlse" witb..thoDirctorse-og i d by-the Commission or an1 Agreement
klateriAls Branch, U.S.: Atomic - Enerr Shate.' nor transfer the byproduct :;laterial in
Commission, Washington, D.C. -'20545. 1 any-, manner other tanan in thd unopened.
received from the Commission a validated COPy - labeled shipping container as tceeived from the
of Form AEC-483 with registration number sU s
assigned. The r"gistrant shall furnish on Form Sd)pTher.

A~c-83 te f~owig iformtionandsuch .: (di) The general licensee shall not receive,AEC-483 the following information and suc! -acquire,, possess, or tl5C byproduct material
other information as may-be required by that pure,. posssor ts bpsdctin

forn: Naear~adrssofthe hatpursuant to parag-raph (a) ofrthis section:
forri: - . x

(1resttt;) '. (1) Exacbt.as propidzaged uni's hiich mz
(2) The locution of us; and labeled in accordance with the provisions or a
(3) A strtemert that thie reistra nt has specific license issued uuJer the provisinns ef

appropriate radiation measuring inistrulitlnts to §32.71 of this cjptzer or in accordance WWitl
carry out in vii.-o clinical or laboratory tests the provisions of a specific licens- issued by an
vith byprcdoct materials as authorized under

tihe gereral Iice.ase in paragraph (a) of this 'A State to which tile Coimikuision has
section, and tatet such tests will be performed transferred l certain reut:latnry woiti-rity over
only by persoinnel competent in the use of such radioactive material ly furin-It a;:rcl t
instruments and in the handling of the pursuant to section 274 of thc Atolinic Liimrgy
byproduct waterials. Act of 1954. as amcnded.
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_________________________.- - -

Nam.e of manufacturir

(e) The registrant possessing or using
byproduct materials tinder the general liczns*
of p2:agr.phi ( ) of this section shall report id
r rilin~ to the Directorate of Licensing
Materials Branch. any changes in information
fturrziihcd by lihnu in the *Regitrationa
Certificatc-In Vitro Testing with Byproduct
Ma tCtial Undcr Gc.reral Licenso". Formn
AEC- 483. Thle report shall be furnished within
30 days after the c1thcti'gV idate of s$cli chainrse.
- (1) Any person uinsing byproduct ny
ptirsU.iot to tile genera3 liccnse Of para r:
of thii sctiont is cxei:1p from the requre....e/
of Part 20 of this Chtapier With respect to
byproduct materials- costred by thit r-neral
licensc.
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- . . , . . t . .......................,_

NOTE

If larger quantities or othet forms of byproduct material th.n those specified in the general liccrse of 1O CFR 31.1 1 are required, an

; Applicatiun for Byproduct Material LicenseI: Form AEC-31 3, shoulld bc filcid to obtain a spcldic I ypImoduct material license. Copies of applicatiol
and registration forms may be obtained from the United States Atomic Energy Contmission, Washington, D.C. 20545. Attention: Materials Branch,
Directorate of Licensing. I .-
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